
INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas + PhytoPharmica 

Tyler Encapsulations 8 Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.0467k .* i 

- 

February 16,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENLYMAWC THERAPY. 
6r 

Pf iYTOFWARMICA* 
-. ._-_. _ _ _ .._--_. _---_____--_-_-__-. --.--_ 
825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 r; F: 888.570.6460 (Enzymatic) 

:E 920.4$X~~99 e -F: % ‘20.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate ftiture, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: +!kLmL 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Of&XT 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas + PhytoPharmica 

Tvler Encapsulations Q Vitaline Formulas 

& 
PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, Wl 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 +t’ F: 503.582.0467 P: 920.469.9099 o F: 920.469.4418 (Phyto) 

February 16,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: @ .@ki 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial O fficer 



ENZYMATICTHERAPY 
!NCDRPc2RABED 

whatB&terfeeLswz: - 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY- 
NF Formulas 4 PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas _ _.. .^ ..__ .- -_.__. - . _.. 

& 
PHYTOPHARMICA’ 

_-. __ _____-- - .__... -..-.- . .._ - -.---..-.-- 

9755 SW Commerce Circle, Suite l32 825 Chdenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 
P: 503.5a2.8386 c F: 503.5a2.0467 P: 920.469.9099 CI F: 920.469.4418 (Phyto) 

February 16,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therafiy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Simple EnergyTM* 
with Rhodiola Rhodiola*: Enhances endurance* Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: j!LJela,C 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 2 hdx 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

iMichael P. Devereux 
Chief Financial Officer 



ENZYMATIC THERAPY 

lNTEGRATlVE THERAPEUTICS INC.” ENZYlWAT1C THERAPY’ 
NF Formulas Q PhytoPharmica 

Tyler Encapsulations Q Vitaline Formirlas 
._-_--- _” -______..-___. -lll__.-_-.l. .__. 

Fa 
PHYTOPHARMICA’ 

__ ..-_. _ __._._ __._ ___-__ -..~~~_-.~~-~~~.~--~.~-~~-__.~~ 
9755 SW Commerce Circle, Suite 52 825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 a F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 8 F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

February 17, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PRODUCTNAME : “’ I: ,,? ‘: 
(, j, <:, ,,,- ‘_ ’ ‘,,‘I ‘* :: 

.ST”+;,ENTS:,; ;i-,,::: ‘Y;:; j ;“,‘ ~fNGREDlENYJ! S T@W&W XHE:“~ ; 
“,.‘ e ,; .,-;.- _,,., __,_ i 

; ,:. ‘: , ;,: ,.-j .“‘; ‘,,,Z i‘,:.; >, ,. >. .‘” ,,..: \” ‘. ~,, “’ ,,i, ,.‘.‘;IC~A’I~IREFER~~;~,~, ;;I; :;: J__ .;: :.c 3.1:‘ ““‘. -,c:;,, ,* 
Simple EnergyTM* Clinically-studied Simple Energy with Rhodiola (Rhodiola rosea) Root 
with Rhodiola Rhodiola*: Features 3% rosavins for Extract 

increased energy* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: =2//9/b< 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATtVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas e PhytoPharmica 

Tvler Encaosulations c Vitaline Formulas 

4 
PHYTOPHARMtCAe 

, 
_.-” ___-____.___^_._” __-____..  I .___._____*_____ _” -..-.__. . - .._ ._--- -.-- --..-.---“---.-- --.^.----.----- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 9 F: 503.582.0467 P: 920.469.9099 o F: 920.469.4418 (Phyto) 

February 17,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
iii nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: wek4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial O fficer 



ENZYMATIC THERAPY 
iNCDRPQRhTED 

Wht~WfeeLs like? 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC TIIERAPY’ 

NF Formulas 6 PhytoPharmica & 

Tyler Encapsulations 8 Vitaiine Formulas PHVTOPHARMICA* 
___^--_._______ _ _______^__l_l____________I. -._- _-_--- __..__ -- -._.--- ...--- --_ --.--I_.-.-.---.---. -. 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 I-8328 

Wilsonville, OR 97070 P: 920.469.13’13 Q F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 *1 F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

February 18,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to fake advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
m it are truthful and not misleading. ;rntiation thapt&L 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

. 
Date: 2 //k/ 3- 0 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



,_ 

ENZYMATIC THt%iipY 
ii‘.‘C3RPc3RATE72 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas B PhytoPharmica %  

Tyler Encapsulations d Vitaline Formulas PHYTOPHARMICA’ 
--_-- -.__I^.. - .--__-.__ .- .-._. -_-. _.._... .,.- _--“̂ ._ ._^I._._ .^__ -__-_ .-_-._ - .__________ ____.__ -_ ._ 

9755 SW Commerce Circle, Suite BZ 825 Challenger Drive, Green Bay, Wl 5431 I-8328 
Wilsonville, OR 97070 P: 920.469.1313 OL F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 in F: 503.582.0467 P: 920.469.9099 8. F: 920.469.4418 (Phyto) 

February 18,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that cantains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Simple The standardized Rhodiola rosea root extract Rhodiola (Rhodiola rosea) Root 
EnebgyTM* with 
Rhodiola 

in this formula contains phytochemicals, Extract 
rosavin and saiidroside, that support mental 
and physical energy, support nervous system 
health, and promote mental well-being.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
e ts re truthful and not misleading. yrntiation thatvr&$ 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: JhM 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial O fficer 



INTEGRATEWE THERAPEUTICS INC.* 
NF Formulas G PhytoPharmica 

Tyler Encapsulations c Vitaline Formulas 
._..___~ .-_. ll-l--.--l.-” ---. I--.^-- --._ 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 4, F: 503.582.0467 

ENZYMATlC THERAPY’ 
Ea 

PHYTOPHARMICA’ 
._-I_---_-_l.--.__ l____..____...i_ --. .._ .-.I-_..“- 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 ” F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 I F: 920.469.4418 (Phyto) 

February 18,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g){ l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Simple Clinical studies have shown that Rhodiola Rhodioia (Rhodiola rosea) Root 
1 En&gyTM* with 1 rosea supports mental and physical energy; 1 Extract I 
1 Rho&&a 1 and promotes mental well-being.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial O fficer 



INTEGRATIVE THERAPEUTICS INC.” ENLYMAT1C THERAPY” 
NF Formulas + PhytoPharmica 

Tvler Encaosulations * Vitaline Formulas 

%  
PWYTOPHARMICA” , .._“I_ ___- -_-.-^_-_..---_, .- -----. .- ..-_ 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 9 F: 503.582.0467 

_..-_. r._..._... ^__“i .-.. -- .._- _-_ _- ._.__ _-_-_.-_ .-...-. 
825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 L- F: 888570.6460 (Enzymatic) 

p: 920.469.9099 4 F: 920.469.4418 (Phyto) 

February 19,2005 . 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 

, 5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Simple 
Energy TM* with 
Rhodiola 

Rhodioia rosea extract on fatigue during night duty 
was investigated on 56 healthy physicians. The 
effect was measured using tests that gauged mental 
fatigue involving complex perception and cognitive 
functions. The parameters were tested before and 
after night duty. The authors of this study noted that 
significant improvements in perception and cognitive 
functions were observed in the group taking the 
Rhodiola rosea extract.* The results indicate that 
Rhodiola rosea extract can reduce general fatigue 
and increase mental and physical energy under 
stressful conditions.* 

Rhodiola (Rhodiola rosea) 
Root Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
#J&k4 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 

Simple Energy with Rhodiola 9e 



INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas ‘tl PhytoPharmica 

Tyler Encapsulations + Vitaline Formulas 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 825 Chatlenger Drive, Green Bay, WI 54311-8328 

ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 ‘e F: 888.570.6460 (Enzymatic) 

- L ;i ;L z F!-+=e?+%Me- __P;_5Q3,5~~6~~~~~7_-.__-P~Q.4~~#.~~~~-- -- 

mat Better feels me: 

February 19,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

erved in the group 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfitl and not misleading. 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial O fficer 



. 

ENZYMATIC THERAPY 
INCC3RP@RAIEi> 

What Betterfeels IGZC - 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas + PhytoPharmica & 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA’ 
__-___ I _____ll____.__l_ --__-_ -_-__._ -_ __--_-__ -_.- ._ -_-. ---_- ._-_..-.-_ “--- . ..- I.-_ - -.---- 

9755 SW Commerce Circle, Suite &2 825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 B F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 + F: 503.582.0467 P: 920.469.9’099 e F: 920.469.4418 (Phyto) 

February 21,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Ene;gyTM* with 
Rhodiola 

extract supports the balance of various 
neurotransmitters, such as norepinephrine, 
dopamine, and serotonin in the central nervous 

Root Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that e stateme It are truthful and not misleading. 

By: #@@” 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 5cLl / /k 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Form&as c PhytoPharmica a 

Tyler Encapsulations P Vitaline Formulas PHYTOPHARMICA’ 
__.-^, -“-.- _---. -_.- -._.__. ---.-“--- ..-- --- ^__ -.. _-. -__. -,. I^ .-..-- “- .._.__ ---.._-_--..-_ -._.I-... 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wiisonviile, OR 97070 P: 920.469.1313 0 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 .s F: 503.582.0467 P: 920.469.9099 a F: 920.469.4418 (Phyto) 

February 21,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Simple 
Ene;g yTM * with 
Rhodiola 

In more than 250 clinical case studies, physicians 
reported that Rhodiola rosea extract helps support 
mental well-being in their patients.* 

Rhodiota (Rhodioia rosea) 
Root Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfljl and not misleading. 

Robert c’ Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial O fficer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas Q PhytoPharmica 0 

Tyler Encapsulations (r Vitaline Formulas PHYTOPHARMICA* 
.-___-____. ----I_- ---- --l-.-l-- .--.- -_ .^.-.- -_-_ 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 (r F: 503.582.0467 P: 920.469.9099 4, F: 920.469.4418 (Phyto) 

February 22,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

with Rhodiola been shbwn to enhance the le&l of enzymes, RNA Root Extrkt 
and proteins important to muscle recovery after 
exercise.* It also has been shown to support 
healthy levels of beta-endorphin in the blood 
plasma, which helps modulate the hormonal 
changes typical of stress.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

~e~x *L+ 
Chief Financial O fficer 



INTEGRATIVE THERAPEUTICS INC.” ENZY MAT&C THERAPY’ 
NF Formulas + PhytoPharmica 

Tyler Encapsulations c Vitaline Formulas 

a 
PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 Q F: 503.582.0467 P: 920.469.9099 c F: 920.469.4418 (Phyto) 

February 23,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimslDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has, a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

optimum energy.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: -pLp@ti$ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, 

kJJ P&4~ 
Mi&ael P. Devereux 
Chief Financial O fficer 



INTEGRATEVE THERAPEUTlCS INC.” 
NF Formulas c- PhytoPharmica 

Tyler Encapsulations a Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 

FN~YMATIC THEmpY 
SWCDRPDRATED 

Wilsonville, OR 97070 
P: 503.582.8386 “5 F: 503.582.0467 

February 23, 2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

EN2YMATJC THERAPY’ 
kr 

PHYYOPHARMICA* 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 %- F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 a‘ F: 920.469.4418 (Phyto) 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

with Rhodiola 1 cardiovascular system.* / Root Extract 1 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: #‘@kL 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608. 

Mi&ael P. Devereux 
Chief Financial O fficer 


